UNITED STATES DISTRICT COURT

FOR THE DISTRICT OF COLUMBIA

JOHN DOE #1 et al. *
W
Plaintiffs, *
* Civil Action No.: 1:03CV00707 (EGS)

V. *
*
DONALD H. RUMSFELD et al,, *
*
Defendants. *

* *k L * s £ # £ % k * * E

Declaration of Steve Turney

I. My name is Steve Turney and I am retired former private investigator, I am the
father of Matthew Turney, a former Army soldier stationed at Darmstadt, Germany in
1996-1997. " T am writing to inform the court about a clinical trial using anthrax vaccine
and Hepatitis A vaccine for which I believe my son was a test subject. This experiment
was a joint project between the Army and Merck Pharmaceutical, and was run by Dr.
Jerald Sadoff, M.D., a retired Army physician.” This experiment occurred at the same
time the Army was formulating plans for a mass anthrax immunization program and
attempting to find way to license anthrax vaccine for a two-dose regimen. To my

knowledge, the Army has never publicly disclosed this experiment, and only alluded to it

" Thold a power or attorney from my son to act on his behalf, and to disclose such
personal medical information as may be necessary.

* Dr. Sadoff’s bio:

http://aeras.oreg/about/staft/sadott/index_ himi

“Before joining Merck, he was Director, Division of Communicable Diseases and
Immunology, at the Walter Read Army Institute of Research (WRAIR).”




in a letter to former Congressman Ronnie Shows (D-MS) dated November 8, 1999, This

was 1n response 1o a letter my son sent Rep. Shows dated October 10, 1999,

2. Inthe Army letter to Rep. Shows, at page 2, paragraph 2, the Army
acknowledged that my son was given anthrax vaccine. This was two years before the
commencement of shots under the mandatory anthrax vaccine immunization program
(AVIP), which commenced in March 1998. The Army letter makes it seem that my son
simply received the two vaccines simultaneously. However, an industry trade publication
featuring an mterview with Dr. Sadoff indicates that the combination of Anthrax vaccine
and Hepatatis A vaccine was part of a chinical trial. No results of such a trial have ever
been published or disclosed by the Army. Importantly, there is no indication that the
anthrax vaccine used in the clinical trial was the licensed “anthrax vaccine absorbed”
(AVA). In its letter to Rep. Shows, the Army would not answer specific questions about

the conduct of the clinical trial that were clearly stated.

3. My son was never given informed consent about being an experimental test
subject. He developed chronic emotional and physical symptoms following recipient of
experimental anthrax-Hepatitis A vaccine, Matthew received two doses in August 1996
and February 1997, After the first dose he developed fever and gastrointestinal cramps,
and chronic respiratory congestion. These symptoms became worse after the second dose.
He also developed a personality disorder that has continued to this day. My daughter was
also and Army soldier, and stationed at Darmstadt, Germany with my son. She was able
to monitor the progression of Matthew’s chronic illness following his vaccination. She
also reported to us that after the use of experimental vaccines the Darmstadt Army base

was placed on a suicide watch. There were two suicides that we know about. One soldier



was also discharged immediately after he was given the vaccine as he was unable to

breath.

4. Matthew’s subsequent problems are related to brain injury, diagnosed by the
Department of Veterans Affairs (VA). After years of evaluation, doctors at the VA
hospital in Jackson, Mississippi, finally diagnosed my son with CNS VASCULITIS,
SEVERE PERSONALITY DISORDER, OBSTRUCTIVE LUNG DISEASE , AND
DEGENERATIVE BONE DISEASE. My son currently lives alone in the mountains of

North Carolina.

5. Despite these now-validated, diagnosed medical conditions, my son was given a
general discharge prior to the end of his Army enlistment, not a medical discharge. He
received no disability rating or psychiatric evaluation. While the Army refused to
acknowledge his condition, other government agencies have. Matthew has been granted a
30 percent disability from the Department of Veterans Affairs (which has been under
appeal for six years). He is also currently receiving a total disability from the Social

Security Administration.

6. Tbelieve my son was the victim of an unethical, and possibly illegal, experiment
involving anthrax vaccine. The Department of Defense regularly denies experimenting on

servicemembers with anthrax vaccine.” However, the evidence my son and I developed

* Assistant Secretary of Defense for Health Affairs, Dr. William Winkenwerder, Dec 23,
2003:

“We -- let me clarify one thing. We do not do experiments on soldiers and service
members. We only use licensed FDA products. And if there are, for rarely used types of
products, an investigational-type of use, we follow assiduously the guidelines of the FDA
in performing those studies.”

http://www.defenselink. mil/transeripts/2003/tr20031223-1062.html




and presented to Rep. Shows demonstrates that experimentation with anthrax vaccine
does occur, and that this may not involve the licensed “anthrax vaccine absorbed”

(AVA).

7. The 1ssue currently before the court concerns whether military “volunteers” can
take anthrax vaccine without informed consent. First, my son never volunteered to be an
experimental test subject for an anthrax vaccine clinical trial, but he was vaccinated
anyway. The Army’s refusal to turn over his medical records (see letter to Rep. Shows)
demonstrates that they likely knew his records contained no informed consent release
signed by my son prior to being vaccinated. Second, there can be no informed consent
today unless the cases of servicemembers with chronic iliness associated with anthrax
vaccine are fully disclosed to recipients. This means that the Army, Merck, and Dr. Jerald
Sadoff should be compelled under penalty of perjury to disclose any and all information
related to this and any other secret clinical trials involving anthrax vaccine, either AVA

or any developmental anthrax vaccine.

8. @'have granted permission to those organizations filing a joint amicus brief in
opposition to the government’s emergency motion to restart the anthrax vaccine shots to
use my son Matthew’s medical records and other documentation. This statement is to
certify that the records I have provided these organizations are true and exact copies of

his military medical records and related correspondence.



Pursuant to 28 U.S.C. 1746, [ declare under penalty that the foregoing is true and

correct. Executed this 27" day of February, 2005.

/s/

Steve Turney
122 Robins-Wilkes Rd.
Bassfield, MS 39421
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Geotober 10, 1999

Attention; Larry Denman

Congressman Ronnie Shows
245 East Capital. Suite 222
Jackson, Mississippi 39207

Re; Matthew L. Turney

Dear Congressman Shows,

I have a problem with the V.A. and the U.S. Army in getting
information I need for my claim. :

I went to Darmstadt, Germany in July 1996. In August of 1996
and February 1997 I recieved Hepatitis A vaccine. I need to know
the following;

1. The manufacturer of the vaccine.

2. The type of vaccine,

3. The lot numbersz of the vaccines I was given,

4. Was Anthrax vaccine given at the same time as the Hepatitis
A?

5. Was I in the clinical trials that were sponsored by the
D.O.D. of being given Hepatitis A vaccine at the same time
as the Anthrax?

6. What safeguards were in place at the time I recieved the
Hepatitis A vaccine for adverse reactions?

7. Why didn't they catch the adverse reactions that I exper-
ienced?

8. Doez the Army usgually give the second dose of Hepatitiz A
vaccine to a person that has an adversze reaction to the
first Hepatitis A vacecine, contrary to the drug company
warnings??

I alzo need the name of the Doctor and the medical records
where I was sent to the hospital in Mannheim, Germany to see a
Psychiatrist in the summer of 1997.

T alsc need to know why I wasn't given a clinieal psychiatric
evaluation on October 30, 1997 when I repeorted for my separation .
examination. i

I have encloszed copies of;

Merck advertisment.

Anthrax on trial with Hepatitis A.

My shot record.

Medical records- after recieving the shots.
Copy of Doctor Areno's medical report.

LMo L b =
Fos a1
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You may talk with my Dad, Steven Turney, about my claim in
entirety.

its

I will be looking forward to hearing from vou at yvour earliest
conveniencea,

May vou be with God
7

-
Matthew L. Turné&
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‘e One of the "big guns" in zirelogy global-
ly, Jerald Sadoff, M.D., relived from the {15,
Army with the rank of Colonel a. Prior lo
¢ Joining Merck & Co. in 1995 where he ouver-
,4 sees vaccine feclious diseases, he was
; Attending Physiciarn on Medicine and Ffec-
4 tious Diseases at the Walter Reed Hospital
A At Merck, Dr. Sadoff Is responsible for oll
1 vaccine clinical development  projecis,
} including Heemophilus influenaa, Prieurno-
‘Acoccaf Polysaccharide, and Conjugate, new
N pediatric combination vaccines, Rolowirus,
A Varicella, Hepatitis A, Hepalitis B, Human
i Papillorna Virus, Influerza, ad HIV. He has
one issued patent and has seven patents
pendig. Doctor Sadoff also has published
. move than 120 papers, over 130 abstracts, 27
} book chapters, and has edited three books.
Doctor Sadoff currently serves on the
" Scientific Adwisory Board of the Internation-
. al AIDS Vaccine Initialive.
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Doctor Sadoff was intervicwed by Manag-

; ing Editor Anthony Kimery.
: Q: Talk a litile a bhit about Merck's
+ approach to vaccine research and develop-
i ment?
! A: Merck is investing in high-tech vac-
! eing research at the development stage and in
i the high-tech manufacturing of vaccines-
", that's where our strengths are. We are mak-
'! -ing vaccings in a highly reliable way. Produc-
ing vaccines is like finding a needle in a
haystack. We are able to take a tiny speck of
! materfal—very pure material—and develop
. gur vaccines, This requires advanced tech-
; nologies, and we think this approach is
. important.
t If takes a Iot of work to do it. but my belief
t s that this high-tech production will increas-

- @)

Dr. Jerald Sadoff
Executive Director
Vaccine Infectious Diseases
Clinical Vaccine Research
Merck & Co., Inc.

ingly be ysed to make vaccines that are more
reliable, cost-effective, and in larger amournils,

Throughout the Industry, more invest-
ment will he made whers Uthere™s a belief, sci-
entifically, that a vaccine will be needed and
that it can be developed. We believe that the
developmenl of an effective vaccine against
HIV is important for human health and are
working havd along this path.
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technologies have replaced many old tegh—‘

nologies that didn’t work as well.

In looking for Lhese high-tech ways to
fmprove vaccines, we also found a new way to
insert genes into animal cells, which will
allow the hacteria o carry gene-based vac-
cines to difficult-to-reach parts of the body,

Anocther challenge is fo sta
ing edge of vaccine developm o ;
recelving an award from the An ‘

ical Society for its work in pe.... _
manufacturing process that enhances vaccine
production as well as the purity of the prod-
uct. While there's no recognized clinical ben-
efit from a highly purified product that we
can identify at this time, the process may lead
the way in vaccine production.

We also look at novel ways to approach
problems, For example, research is currently
ongoing using naked DNA to fight HIV. We
use a bacterial plasmid, which is a virus that
infects a bacleria. We inject the DNA into
muscle and il directs the cells to make whal-
ever gene protein we specify. This includes
immune response, This type of modern tool is
critically imporlant. Researchers are also
looking at modifving viruses so they will
exprass foreign proteins for HIV—these
approaches can be applied to all vaccines,

: Merck’s development of VAQTA, the
hepatitis A vaccine, is 2 good example of
Merck's high-tech approach to vaccine
research and manufacturing, isn't it?

A: Yes. This vaccine is highly purified and
has been developed to the point where in a
landmark outcomes (rial, VAQTA demonstrat-

Tharsvos, Lnabunalnsioe to.stficiently produce

ed 100 percent protection against developing
hepatitis A illness after a single dose.
Throughout development phase, increasingly
sophisticated analytical testing has given us a
fuller understanding of the viral antigen con-
tent of this vaccine. But at the end of the day,
what we want want are favorable outcomes
like that.

¢ Are there any new developments with
the Hepalitis A vaccine?

A: Right now we've working with DoD to
see whether the Hepatitis A vaccine can he
given zt the same time as the anthrax vac-
cine—mnking it move useful for the rmtlitary.
It would make it easier to give both at the
same time than sepavately in many varied
military environments. Clinical trials are
sponsored by the Dol

We try to work with DoD to eneel their
very specific needs to make our products

“more useful to the military. The military's

needs are different than the civilian populs-
tions' and we have to do our work with that in
mind.

{): What else?

A: The use of baker's yeast to make the
world’s first recombinant vaccine for hepati-
tic B iz yet another example where science
creates » product that's better than existing
ways of doing things. In creating the vaccine,
yeast makes a virus-like particle that to the
body looks like hepatitis B virus. The same
technology is today being applied to the
human Papilloma virus, which causes cervi
cal cancer.

Q: Companies like Merck ave best posi-
tioned to do vaceine research and develop-
ment, are they not?

A: Many aspects of vaccine developrnent
are best done by the pharmaceutical industry
because this is where much of the human
experience ig; it’s where there's personnel, the
infrastructure, organization, and s where
there’s a flexibility to assign teams of the best
people to solve technical problems when they
occuy.
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- Because all military
- personnel must be
o oL

Protecting the U.S. Military

VAQTA: The only hepatitis A vaccine with demonstrated
100% profection against illness after the first dose in a
clinical trial with children and adolescents’

Metrck: The 1997-1998 sole-source provider of adult
hepatitis A vaccine available through the Defense
Personnel Support Center (DPSC) programs, including:

¢ Prime Vendor ® SPEDE  # Mail Order Pharmacy
e EDI Phase ] ¢ DVD & National Mail Order Pharmacy

TNTTTTR

(HEPATITIS A VACCINE,
INACTIVATED)

Primary immunizafion should be given ot least 2 weeks priar to expected expasure to hepatitis A virus.,

The dosing regimen for VAGITA consists of one primary dese and one hooster dose. -
As with any veiceine, vaceination with YAGITA may noi result in o protective response in all suscepfible veccinees.

Please read the Brief Summary of the full Preseribing Information accompanying this advertfisement,
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Peel-cff labal for patient charts makes
vaccinotion record keeping easier

L Yy, TR NP

Color-codad plunger vod
raduced the chance of
product misidentification
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€9 MERCK

Yaccino Divislan

Copyright & 1998 by Meegh & oy, Ing, Al rights reasrved.

Prefilled syringe reduces
administration fime

o

VAQTA: The clear choice for convenience

Extra-long syringe barrel (1.5 ml}
makes aspiration easy

e

Rigid needle shield minimizes the
risk of accidental needlesticks and
avoids needle blunting

To arder VAQTA, contact your branch logisties eemmand or
prime vendor, or to order direct, call 1-800 - MERCK-RX (1-800-637-2579)
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(HEPATITIS A VACCINE,
INAGTIVATED)

Reference: 1. Werzberger, A. etnl: A controlled il of a formalindnactivated hnpgliﬁs A vagcing in htaclhh\/ childran, K, Eng|l 1. Med. 327{?}4153—452 Augusr 13, 1992,

B8RS4 (1){500) -VAC
FRINTED 1N LhS.A,

BRIEF SUMMARY

(HEPATITIS A VACCINE, INACTIVATED)
VAQTA® :

Pleaze read tha_ fufl Prageribing Information for campiate details.

IRMECATIONS AND HSAGE
VAQTA is recommended in healthy persons 2 years of age and older for active pre-
exposure prophylaxis against disesse caused by hepatitis A, Primary immunization
should be given at least 2 weeks prior to expected axposure to HAV.
COKNTRAINDICATIONS
Hypersensitivity to any compenent of the vaceine.
WARNINGE
Irdividuals whe devalop symptoms suggestive of hypersensitivity aftar an injection of
: VAQTA should not receive further Injections of the vagcing (see CONTRAINDICATIONS),
= AFGADTA Is used In indiduats with mallgnancles or these recelving Immunosuppressive
' therapy or who are etherwize immunocomypromisad, the expacted immuna response may
: not-he obtained.
' PRECAUTIONS
] Generar
: VAOTA will not prevent hepatitis caused by infectious agents other than
! hepatitis A virus. Bacause of the feng incubation period (approximately 20 to 50 days)
i for hiepatitis A, it Is possible for unrecognized hepatitic A Infection 1o ba present at the
: time the vaccing ig given. The vacclne may not prevent hepatitlz A In such individuals.
* Ag with any vacelne: (1) adequate freatmant provisions, ingluding epinaphring, Should by
available for immediata ues should an anaphylactic or anaphylactoid reaction oceur;
(2} vaccination with VAQTA may not result in a protective response in all susceptibia
i vactinees.
VAQTA should be adrminietared with caution to people with bleeding disorders who
are at risk of hemorhage Tolowing intramuscular injeclion (se¢ DOBAGE AND
; ADMINISTRATION),
. Any acute infection or fobrile dlness ray be reason for delaying use of VAQTA excepl
: when, in the opinian of the physician, withholding the vaccine entails a graater rigk,
3 Carcinogenesis, Mutaganesis, and hngairment of Fertility. VAUTA has not been evaluated
: for it carcinogenic or mutagenic: petantial, or- e potential to impair fartility.
. Fragrancy Category G Animal reproduction studiss have oot been . conducted with
' VAQTA, It1s also not known whether VAQTA can cause fetal harm when administered to
j a pregrant worman o can affact reproduction capacity, VAQTA should be glven to a
i pregnant woman ondy if clearly neaded. )

B e e

Nursing Mothers: T 15 not known whether VAQTA it extreted in human milk. Bacause
many drugs are excreted In human milk, caution should be excroised when VAGTA is
adrinislered to a woman whe is breast fsading.

Pediatric (se: VAQTA has been shown to be generally weli tolerated and highly
Hnmunogenic in individuals 2 through 17 years of age. Safety and effectiveness in infants
below 2 years of age have not heen established.

ADVERSE REACTIONS

Ir combinad clinical trials, VAQTA has been generally well tolerated. No serlous vaccine-
related adverse axperiences were observed during chinical tHals. As with any vaccine,
there is the possibility that use of VAQTA In very large populations might reveal adverse

pxperianeas riot ohsarved in clinical trials.
n cormivned clinical triaks involving 2585 healthy children and adolescents and 1528

adulis, fever and local comptalnte were observed durlng a 5-day period
following vaccination and systemic complaints during a 14-day perlod following
vatcination.  Injeclion-gite complaints, generally mild and transient, wera the most
frequently reporied complaintz, and included pain, tenderness, warmth, ervthema,
swelling, ecchyrosis, and pain/soreness. Listed are the complaints (=1%) reported,
withaut renard to causality:  asthenia/fatioue, favar (x102°F Qral), j i

JMiarhea, vorriling, nausea, neadacl}_m]mm uppar respirdlon [Nfection, nasal
fongestion, cough, myalgia, arm pain, back pain, stifiness, and manstruatien disorder.

Very lew laboratory abnormallties were reponted ard included Isolated reponts of elavated
liver function tests, gosinopbilia, and increased urine protein,
Local ard/or systemic aflergic reactions that oceurred in «1% of children/
adolescents of adults ip colinical trials regardless of causality ineluded injection site
prutitus and/or rash, bronchial restriction. asthma, wheezlag, edemasswelling, rash,
generalized erythema, Tirligaria, pruritus, eye Irritatlon/itéhing, dermatitls {see
LONTRAINDICATIONS ané WARNINGS). e
DDSAGE AND ADMINISTRATION
Do a0l inject infravenously, intradgemaily, or sulcutaneously. VAQTA is tor intrgratscular
injection. The delteid moscle 1s the prefesred site for intramuseular injection.
Tha vaccination ragiman conasists of ona primary dose and ong booster dose for healthy
children, adolescants, and aduits.
Tha vacoine should be used az supplied; no resonstitution nesecsary. Shake walf bafors
withdrawsi and use. Thorough agitation i necessary to malntain suspension of the
vaceine. Digcarg if the sugpencion does not appear hompganous.  Parenteral drug
products should be inspected visually for extransous particulate matter and discoloration
prior to administration whenever solution and coniainer permit. After thorough agitation,
VAQTA is & slighlly opayue, white suspension. T imporlad o use o separate slenik
syringe and needl for each individual fo pravent transmission of infectious agent from
ong person to another,
MERCK & COy, INC. West Paint, PA 19435, USA
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02/04/1999  Twmeyv, Matthew 260383-0

Jahn Payl Arens, M.ID.

REFERRED BY: Self-referral.
CHIEF COMELAINT: Respiratory probiems.

HISTORY OF PRESENT ILILNESS; Patient is 23 year oid white male who states that his injtial
probiems began back in August 1996. He had been in the Army at that time and had been doing fairly
well with no significant respiratory problems. His father and he relate it to an hepatitis A vaccine which
he Teceived. Sometime afterward he developed some fever, abdominal cramps and other problems that
they felt may be secondary to his vaccination. Shortly afterwards he began to develop recurrent
respiratory tract infections an was diagnosed with mild asthma while he was in the service. His
symptoms contitmed to progress with increased productive of phlegm and dyspnea on exertion to the
point where he was unable to perform necessary exercises and task. In looking through his records he
had been treated with Proventil and Azmacort inhalers as well as a variety of anhibioties. He eventually
was discharged and since then he has had some mental problems including development of bipolar
disorder as well as suhstance abuses. He and his father are here today for a pulmonary evaluation and to
see if there is anything specific with regards to treatment. In speaking with him regarding his pulmonary
symptoms he seems to have occasional cough which is productive of some clear to yellowish phlegr
and predominantly dyspnea on exertion. He denies any pleuritic type chest pain. He has not had any
PND or orthapnea. No recent fever or chills have been noted. He does note that his dyspnea seems (0
be.worse with exertion. He denies any pain which is associated with this. He has not-noted any weight
losg over the previous duration, either.

PAST MEDICAL HISTORY: Really unremarkable except as mentioned above.

PAST SURGICAL HISTORY: Negative.
MEDICATIONS: Depakote which he takes for his bipolar disorder.

ALLERGIES; None known.

HABITS: He does have a history of smoking and is currently smoking about 4 pack a day of
cigarettes. Has had some occasional ethano! use but denfemarorReentN 1SARAN BAYS Angistory of dmg

use as well. CONFIDENTIAL FURTHER DISCLOSURE
15 PROHIBITED.
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/04/1999 urne tthew 260385-0
CONTINUED - PAGE 2
| OCCUPATIONAL HISTORY: Has been in the Army. Has not had any recent jobs since then except

for sorae odd ones bere and there. He did have a period of time where he was welding and was exposed
to a little bit of smoke exposure but has ne known toxic exposures.

FAMILY HISTORY; His father has some mild emphysema from smoking, otherwise untemarkable,
REVIEW OF SYSTEMS:

General: Some occasional fatigue, particularly with exertion. No recent fevers, chills, or weight loss.
HEENT: Negative for earache, sore throat, or headache.

Pulmonary; As above.

CV: Negative for any anginal type chest pains or palpitations,

Gl: Negative,

GU; Negative,

Neuro: Negative.

Psych: Significant for his history of bipolar disorder and substance abuse.
Hem/Onc: Negative.

Endo: Negative.

MS: Negative.

PHYSICAL EXAMINATION:

V.58.: Afebrile. P- 80 BP - 110/60

General: Well-developed, white male in no acute distress.

HEENT: Oropharynx is ¢lear. Nasopharynx without lesions.

Neck: Supple, full range of motion. No JVD or thyromegaly noted.

Heart: Regular rate and rhythm with no murmurs, gallops, or rubs.

Lungs: Show a very light, cccasional end expiratory wheeze particularly in the middle to upper lung
fields, Respiratory effort is non-labored. There is no dullness to percussion or tactile fremitus.
Abdomen: Soft, nontender, nondistended, without masses. No hepatosplenomegaly.

Extremities: No clubbing, cyanosis, or edema. Nail beds have good capillary refill,

Skin: Warm and dry with good turgor, No abnormal rashes noted. -

Lymphatics: Reveals no palpable supraclavicular or submandibular lymphadenopathy.

Neurologic: Cranial nerves were intact. There were no focal motor or sensory deficits elicited.
Psychiatric: Mood and affect appear to be a little bit flat. He is alert and oriented and responds 1o
questions appropriately.

Chest x-ray: Shows no acute infiltratgs, effusions, or other abpormalities safe for a few caleified
granulomas.

Spirometry; Revealed an FEV1 of 2.74 which is 70% of predicted, FVC 3.47 which is 76% of
predicted, and a ratio of 79%. FEF-2575 is reduced at S8%ssRporticrmo 1Thmvi Boginggare consistent

with early obstructive ventilatory impairment. 02 sat orCANFRBATAL S8FTHER DISCLOSURE
1S PROHIBITED.
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CONTINUED - PAGE 3

1. Asthma, probably of a mild persistent nature.
2. Possible reaction to a previous hepatitis vaccine.

PLAN; I discussed etiology and treatments and other aspects of asthma with patient and his father.
Right now I am going to start him on Proventil HFA at 2 puffs q.i.d. which we will continue for a
month as well as Flovent 110, 2 puffs b.i.d. When he returns back we may be able to hopefully wean
him down and just p.r.n. Proventil. He has been given MDI instructions. I have asked him to notify us
should he have any change in his signs or any worsening of his respiratory symptoms.

John Paul Areno, M.D.
Kir

THIS INFORMATION 1§ PRIVILEGED AND
CONFIDENTIAL PURTHER DISCLOSURE

18 PROMIBITED.
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DEPARTMENT OF THE ARMY
OFFICE OF THE CHIEF OF LEGISLATIVE LIAISON
1600 ARMY PENTAGON
WASHINGTON DC 20310-1600

REPLY 10 November §, 1999
ATTENTION OF

The Honorable Ronnie Shows
Representative in Congress
245 East Capitol, Suite 222
Jackson, Mississippt 39201

Dear Congressman Shows:

This replies to your inquiry on behalf of Mr. Matthew L. Tumney, concerning his
medical care while in the Army,

Army officials in Germany advise that the U. §. Army Hospital, Hesidelberg
(USAH-H), Germany, reports that the Commander, U, S, Amy Health Clinic, Darmstadt
(USAHC-D), the Officer-in-Charge (OIC), Immumization Clinic, and the Chief,
Psychiatry, USAH-H, all reviewed Mr. Tummey’s case.

The Clinic Commander’s review revealed that the USAHC-D followed and
continues to follow the safeguards for adverse reactions to Hepatitis and other vaceines,
as outlined in Army Regulation (AR) 40-501. Specifically, patients are queried as to
whether they have had a history of hypersensitivity or allergy to an immumizing agent, in
which case they would ordinarily be medically ¢xempt from that immunization. Persons
with questionable history of adverse reaction should undergo an allergy evaluation to
determine if hypersensitivity exists. Patients are instructed to wait 20 minutes before
leaving the clinic after receiving a shot. Adverse reactions are described in detail in the
individuals medical record, along with specific identification of the biologic agent, the lot
number and manufactarer, and the date, name, and location of the medical facility. This
is documented in the patients’ medical record and is now documented in the Army’s
Composite Health Care System (CHCS); however, this information is not available to
Mr. Twrney, because his medical record has been retired and the immunization module
was not placed on CHCS until late 1997. Mr. Turney can request a copy of his former
military health records from the National Persommel Records Center (NPRC) in Si. Louis,
Missouri, where his medical records were sent upon his separation from the military. To
be of assistance, I have forwarded Mr. Tumey’s inquiry to the NPRC for appropriate
action wﬂh this matter. ‘

Prirgad on @ Ragyriad Puaper



The Monroe Efficacy Study, provided by Merk, reported that out of 1037 children
and adolescents who received both the Hepatitis A vaccine and booster, 2.7 percent
reported pharyngitis, 2.8 upper respiratory infection, and 1.1 percent nasal congestion.
This compared with 0.8 percent of patients who received placebo, which is not
significantly different.

The Chief, Preventive Medicine, Furope Regional Medical Command, is not aware
of any such reaction in taking both the Anthrax and Hepatitis A vaccines together and felt
this was safe. A brief search on the Anthrax website did not provide any information
regarding this question.

The Officer-In-Charge (OIC) Immunization Clinic, UUSAH-H, states that all
Immunization Clinics in their catchment area adhere to Medical Command (MEDCOM)
guidelines relating to the diagnosis and treatment of immediate adverse reactions caused
by vaccines. Immunization staff are trained to react to immediate systemic and local
reacttons from immunizations, to include anaphylaxis and loeal skin reactions. From
reviewing Mr. Turney's limited medical records available, it appears that Mr. Turney's
supposed reaction took the form of latent side effects that would not have been observed
in the Immunization Clinic, due to the timcframe in which they took place.

Immunization Clinic staff would never give a second dose of any immunization if a
reaction was noted in the first immunization. If Mr. Turney had a reaction after he left
the Immunization Clinic, he would have been responsible for notifying the Immunization
Clinic staff prior to receiving the second immunization. The information available
indicates there are no new developments regarding either forms of the Hepatitis A
vacoine,

According to the manufacturer's information for the vaccines, the Physician's Desk
Reference found possible side effects caused by the vaccines similar to those experienced
by Mr. Tumey include: fever —-101 degrees, abdominal pain, upper respiratory tract
infection, pharyngitis, and nasal congestion. According to the manufacturer, these side
effects are usually experienced during the 14 days directly after injection and do not vary
significantly from the placebo. The vast majority of immunization side effects present
themselves as local reactions (pain at injection sile, swelling, redness, ete.) up to 72 hours
after injection. The available medical records do not indicate that Mr. Turney returned to
the clinic during this period to complain of discomfort. Immumnizations, such as Hepatitis
A, typically do not cause lingeving hecalth problems, such as asthma and recurrent upper
respiratory tract infections; rather, these comoplaints of Mr. Turney are probably more
closely related to his smoking habit, as outlined in the pulmonology consultation by Dr.
Areno, dated February 4, 1999,

The Department of Psychiatry, USAH-H, reported Mr. Turney was seen by one of
their psychiatrists. The Patient Administration Division (PAD), USAH-H, is mailing a
copy of Mr. Turney’s psychiatric record directly to him.
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Under the provisions of AR 635-200, paragraph 1-34, and depending on the type of
chapter action, a soldier separating from active duty does require a mental health
evaluation. The personnel at the examination station would not know to accomplish the
evaluation unless they knew the type of chapter. The Department of Psychiatry did not
recelve a request or consult to do such an exam; therefore, none was done for
Mr. Turney.

Thank you for your interest in this matter. I trust this information will be of
assistance.

Sincerely,

Michglle Y. Cro 1
Congressional Cogrdinator
Congressional Inquiry Division
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Protecting the U.S. Military

VAQTA: The only hepatitis A vaccine with demonsirated
100% protection against illness after the first dose in a
- clinical frial with children and adolescents'

Merck: The -_1‘?9%1998‘ sole-source pl“DVidE.'l"ch adult
‘hepatitis A vaccine available through the Defense
Personnel Support Center (DPSC) programs, including:

. e PrimeVendor ® SPEDE - Mail Order Pharmacy =
| . *EDIPhasell e DVD e National Mail Order Pharmacy
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 (HEPATITIS A VACCINE,
. INACTIVATED)

Primary immunizetion should be given at lecist 2 weeks prior fo expected expasure to Bepﬂﬁﬁs A virus.
The dosing regimen for VAQTA consists of one primary dose and one booster dose.

As with any vaecine, vaccination with YAQTA may nof result in a profechive: respense in oll suscephible vaccindas.

Please read the Brief :qum'c}lr)r' of the full Prescribing Information accompanying this adverfisement. |



'VAQTA* The cleur chmce for canvemencleﬂ

F‘EE.] OFF lﬂbel for puhenf churts makes -
' vaccination record keeping ecsier

, Cb.[br—cciaéa:plungér rod 0
* reduced the chanceof .
product misidenfification ..

[

(HEPATITIS A VA[:(‘.‘-II\IE
-INAGTIVATED)

Profilled syringe raduces
‘gdminisirahion ime

. 'l'u urder VAQT)'\Jr runmct your ‘branch luglshcs commund or :
PI'II'I'IE vendnr, or fo order direct, call 1-800-MERCK-RX ('l -800-637-2579)

Extra- Iong syringe burrel (1.3 mi)
‘ mukes asplrcmon eusy

Rigid needie shield minimizes the
risk of accidental needlesticks and
avoids needle blunfing.

BE2346 (1)(500)-VAD .
PRINTED iN LL5.A.

—""'11 VAUTA i# used In individualz with malignancies or these TecEving Jmmunoauppmasrva' .
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ol Plaase rasd ma 1ut] Frascrthinu lnfunnatinn tur L:nmplete demlls
- INDEATIDNS AND USAGE Lo

VAQTA Is recommended i

CONTRAINDICATIONS
Hyuaraansltlvity to any component of lhﬂ vanmna
WARNINRS

VAQTA should ngt recalve Turthir injectionz of tha vaccine (zee CONTRAINDICATIONS),

tharapy or who ara gtherwise Immunacumprummad tha ﬂxpﬁctﬂd |mmune reﬂnunse may
not-ba obigined. - R g .

PRECAUTIONS
General

VAGTA will ot pramant hepatitls causau by lnfactmug agants ‘cther 1han“

hepatltls A virus. Because of the long incubation period (approximately 20 Yo 50 days)

for hepatitis. &, it I possgibla for unrecognlzed hepatitis A infection 1o be present st the

time the vaccine Is given. The vacctne may not pravent hepatitls A in such individuals,

he with any vaceine: (1) adequate treatment pravizions, includlriy epinaphyine, should be

available {or immadiatz use should an anaphyiaﬁhr or ﬁnEphyIEGWId reaction ecour;

{2} vagcination with VADTA may not I'BSIIH: ina’ Dmle::tnm ‘Fespanse in gl suscaptible

vaceiness,

VAQTA should be aﬂmlnlstared wlih caution to peaple W|ih biaedmg dlsurdarﬁ whe
are at rigk of hemorrhage following Intramusnular injcr.:mn (saa DDSAGE ANI:I
ADMINISTRATION). ]

Any acute infection or febrile lfnass may ba raazon for de!aymg use of VACITA excapt
‘when, in the opinion of tha physician, withholding the vaccine entails & greater risk.
Carcinogenesis, Mutagenesis, end Impairment of Fertlifty: VALTA has not besn evaivated
for itz carcinogsnic or mutagenic potential, brits potential to impais fertility.

Fregnancy Gatogory G, Animal reprodustion stidles iava ngl boen.conducted with
VAQTA. Itis alse not known whether VAUTA can cayse fetal harm when adeninistered to

. a pregnent woman or can aifect reproduction capamty VADTA should be given'to a
pregnant womman anly if clearly needed. ) S . }

ity h’u‘rs‘ohs‘ 2 yaérs uf ate énd older for activa pro-
- BAposure’ prophylaxls against disease caused by hapatitis A Primary lrnmunlzation
'-shiould ba givan at lgagt 2 weeks prior 1o expemea cxposuru 1o HAY.

" aduits, -
~following vaceimation and systemic compizints during a 14-day petiod follewing

Individuals Whn ﬁENBfﬂP Eympturns "ugm‘.stlve of hypcmanmhwty aﬂar an :n]actlun uf
frequently - reported - complaints, and included pain, tenderngss, warmth, erythama,

Nursing #athers: 1t 1s not known. whether VACTA is excreted n human wmilk. Beeause
many druge are excreted In human milk, caution shoold ba exercised when VAUTA ls.
administered to 8 woman wha is bregst feeding. ‘

Pediatric Usa: VAQTA hz= bean shown o be genarally well tolerasted and highly
immunogenic in individuals 2 through 17 years of aga. Safaty and affagtiveness in Inf:mts
below 2 years of 2ge have nat been established,

‘ADVERSE REAGTIONS '

“in combinad clinical trials, VAQTA fias been genem]ly welr tolerated. No £Aritlys vaccing
reiafed adverse experiances ware abserved during clinical trials. As with any vaccine,
there ig the possibiiity that use of VAQTA in very larga populations might ravesl adversa
gxpaniencas not abserved in cinical trials,.

n comblned clinica trials involving 2585 hsalthy thildren anu adolescents and 1528
faver and local compialnts were observed during 2 5S-day petiod
vaccination.  Injection-gite complaints, generatly mild and tranciant, wera the most
swelling, ecchymosis, and pain/soranass.

Listed ars the complaints (21%) reparied,
withoUt regard to causality:

aetheniafatigue, fayer (=102°F Oral),

abdaminal_pin_
-diarrhes, vomiting, nausea, headac r%__nnanmm pper tasplratory fnfection, nasal
cangesticn; cougk, mvalgia, armm pain, back paln, stiffnass, and menstruation disorder,

Very few iahoratory abnormaiities were reported and inclrded {solated repors of alavated
Hver tunetion teste, egzipgphili, and increazed wrina profein,
Local zndfor systermic aliergic: reactions that occurred n <1% of chlldranf )

adolescents or adults In clinical trials regardless of causality included infection site ™ '

prurituz endfor rach, bronghiai restrigtion M-.,‘.’ihi%m.ﬂ; edema/zwalling, rash,’
generalized arythemd, uriGara, prariy eye Iffitatio ltchmc, dermatitle {se¢
CDNTHA]NDICATIDNS and WARNINGS). 1.
‘DIJSAEE AND ATMINISTRATION

Do not injact intravenQusly, intradermally, or wbr,:maneousm VAGTA iz fqr Intlamuscular
injaction. The ceftoiy muscie is the preferrad site Tor intramusouiar Injectlon.

The vacgination regimen congists of one primary dose and one boogter dose for healthy
children, adolescants, and adulks.

The vacgine should be used as supplisd; ne reconstitution necessary. Shaka well hefore
withdrawal and yse, Thorough agitation is mecessary to maintsin suspension of the
vaccine. Discard if the suspension does not appear homogenous. Parenteral drug
products chould be inspected visuaily for extransous particulata matter and discoloration
prior to agministration whenever solution and container permit, Atter thorough agitation,
VAOTA 15 a slightly npaque, white suspension. 1t'ix important to use a separate sterils
_gyringe ard needle for each Individual to prevant tranamission of Infemiuus ageni fram
dne porson b anothar -

‘MERCK & CD lNC. W.ast Pulnt. PA 19486 USA




[y, Jerald Sadoff, M.D., retired from the U5,
Army with the rank of Colonel a. Prior o

;

sees vaccing ‘infectious diseases, he was
‘fious Diseases at the Walter Reed Hospital,

- paecing clinical * development projects,
including Haemophilus invluenza, Frievmo-

[T SR

pediatric combination vaccines, Retavirus,
‘Varicalln, Hepafitis A, Fepaiitis B, Fuman

T e St

" more than 120 papers, over 150 abstracts, 27
: ‘book chapters, and has edited three bools.

« . Doctor Sadoff currently serves on the
' Scientific Advisory Board of the Internation-
oal AIDS Vaccine Inztzatwe

K Docz‘or Sadoffwas mtemzewed by Mcmczg-
L my Edztor Am‘hany Kimery.

Q 'I‘a]k a little . 3 bit abf)ut Merck's
-3‘.ment?

, ]‘. A. Merck is m\restlng in high- tech vac-
" ¢ine research at the development stage and in
 the" high-tech manufacturing of vaccines—
that's where our strengths are. We are mak-

ing vaccines is like finding a needle in a
Haystack. We are able to take a tiny speck of
material—very pure material—and develop
ot vaccines, This requires advanced fech-
‘nologies, ‘and we thmk this appmach. iz

One of the “big guris” in virology b!obalw )

Joining Merck & Co. in 1995 where he over- -
‘ ‘technologies have replaced many old tech.

Attending Fhysician on Medicing and Infec- * nologies that didn’t work as well,

© At Merck, Dr. Sadoff is responsible for alf . improve vaccines, we aiso found a new way

coccal Polysaccharide, and Conjugate, new -

i . Fapilloma Virus, Influenza, and HIV. He has
4. one fssued patent and has seven pafents -
-penditg. Doctor Sadoff alen Ras published

-'.:3ai:prnach to vaceine research and dwelop—'

ing vaceines ir 2 highly reliable way. Produc-

[T RTINS T T Pl = )
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" ingly be used to make vaccinés that are more

reliable, cdst—effacltive-, and in larger amounts.
Throughout the industry, more invest-

-ment will be tnade when there's & belief, sci-
“entifically, that a vaccine will be needed and
‘that it can be developed. We believe that the -

development of an effective vaccine against

HIV is important for human health and are
working hard along this path. -

These technologies to e£fic1ently pmduce

large quantities of vaccines are very vital and -

critical technologies-—Our approach to male-

ing vaccines can hardly be compared to thef

old ways things were done years ago. Hi

In looking for these high-tech ways t

insert genes into.animal cells, which wil

‘allow the bacteria to caryy gene-based vaci -
cines to difficult-to-reach parts of the body. '

~ Another challenge is to stay on the lead
ing edge of vaccine development. Merck i
receiving an award from the Armerican Chem-
ical Soclety for its work in perfecting a new
manufacturing process that enhances vaccine
production as well as the purity of the prod-

" uchk While there's no recognized clinical ben-
‘efit from’ a highly purified product that we

can identify at this time, the process may lead
the way invaccine production.

We also Jook at navel ways to approach
‘ pmbiems For example, research is currently

ongoitg using naked DNA 1o fight HIV. We
use a bacterial plasmid, which is a virus that

‘infects 2 bacteria. We inject the DNA into

muscle and it directs the cells to make what-
gver gene protein we specify. This includes
immune response. This type of modern tool is
critically important. Researchers are also
looking at modifying viruses so they will
axpress foreign proteins for- HIV—these
approaches can be applied to all vaccines.

hepatiti= A vaccine, is a2 good example of
Merck's high-tech approach fo vaccine
research and manufacturing, isn’t it?

A: Yes. This vaccine is highly purified and

" has been developed to the point where in a

landmark outcomes trial, VAQTA demonstrat-

_ Dr. Jerald Sadoff
Exeautwe Director
Vaccme Infectious Dlseases‘

Clmlcal Vaccme Research |
Merck & Co., Im:.

Q: Merck’s development of VAQTA, the.

ed 100 percent protecﬁon‘agamst developin
hepatitis A illness after a single. dose
Throughout development phase, increasingl
sophisticated analytical testing has given us
fuller understanding of the viral antigen-con
tent of this vaccine. But at the end of the da

e Hepatitiz A vaccme?

" At Right now we've working with DoD to *
see whether the Hepatitis A vaccine can be':
given at the same titne as the anthrax vac-~
. cine—making it more useful for the military.

Q: Are there any new dwelopments Wlth"

1t would make it easier to give both at the

samne tiime .than separafely in many varied

military environmente. Clinical trials are

sponsored by the DoD.

. We try to work with DoD to meet r.‘r:(v.31r"l'
very specific needs fo make our products

more useful to the military. The military’s
.needs are different than the eivilian popula-
‘tions’ and we have to do our workwith that in .

mind. -

Q- What else?.

A: The use uf baker's ye.ast to make the
world's first recombinant vaccine for hepati-
tis B is.yet another example where science

creatés a product that's better than existing
ways of doing things. In ¢reating the vaccine,

yeast makes a virus-like partiele that:.fco the
body looks like hepatitis B virus. The same

technology ‘is today being applied to the
human Papilloma virus, whlch Causes cem»

cal cancer.

€ Companies like Merck are best pozi-
tioned to do vaceine research and develop-
uent, are they nof?

 A: Many aspeets of vaccine development
are best done by the pharmaceutical industry
because this jg where much. of the human

- experience ig; it’s where there's personniel, the

infrastructure, organization, and it's where

there's a flexibility to assign tearns of the best
people to goive technical problems when they
oceur W

_"‘---;
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